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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 

1 . After review and reconsideration, the Finality of the previous Office action is withdrawn 
in light of the rejections below. 

2. Claims 3-7 have been amended. Claims 3-7 and 1 8-37 are pending and under 
consideration. 

3. Text of Title 35, U.S. Code, not found in this action can be found in a prior action. 

4. Acknowledgement is made of applicants claim to an earlier effective filing date through 
application 60/166,973. Upon review of the '973 application it is noted that said application 
describes the instant SEQ ID NO: 1 , 2, 4 and 5 but lacks a written description for SEQ ID NO: 1 8. 
Accordingly, method claims reliant upon the genus of polynucleotides including SEQ ID NO: 18 
will be given priority only to the instant filing date of November 22, 2000. 

5. Claims 3-7 and 18-37 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 3-7 recite the limitation of a polynucleotide which hybridizes under stringent 
conditions. The recitation of "stringent" conditions does not define the metes and bounds of the 
physical parameters of the hybridization conditions because "stringent" conditions encompass 
low, moderate and high stringency. Thus the metes and bounds of the least stringent condition is 
not defined by the claim and the specification does not provide a definition for stringent 
hybridization which would set the physical parameters of the hybridization conditions. 

6. Claims 3-7 and 18-37 are rejected under 35 U.S.C. 1.12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 
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The instant method claims are reliant upon the identity of a polynucleotide which 
hybridizes under undefined conditions to the anti-sense sequence of SEQ ID NO: 1. 2, 4, 5 or 18. 
The specification lacks a definition for "stringent conditions" that would limit the physical 
parameters of the hybridization, thus the instant claims encompass a genus of polynucleotides 
which are not limited by sequence similarity to SEQ ID NO: 1, 2, 4, 5 or 18. The disclosure of 
SEQ ID NO: 1, 2, 4, 5 and 18 fails to anticipate the claimed genus because the genus tolerates 
members which differ in structure from SEQ ID NO: 1, 2, 4, 5 and 18 and which encode proteins 
which have a different function from the of the proteins encoded by SEQ ID NO: 1, 2, 4, 5 and 
18. One of skill in the art would reasonably conclude that applicant was not in possession of the 
genus of polynucleotides which hybridize to the anti-sense of SEQ ID NO: 1, 2, 4, 5 or 18 under 
any condition of stringency. It logically follows that if applicant was not in possession of the 
genus of polynucleotides upon which the instant method claims rely, then applicant was not in 
possession of the instant methods. 

7. Claims 3-7 are rejected under 35 U.S.C. 102(e) as being anticipated by Sun et al (US 
2003/0175715, priority to October 27, 2000). 

Claim 3 is drawn in part to a method for diagnosing the presence of breast cancer in a 
patient comprising determining the level of a BCSG polynucleotide comprising a polynucleotide 
which hybridizes under stringent conditions to the anti-sense sequence of SEQ ID NO:4, wherein 
an increase in the level of said polynucleotide versus a normal human controls is associated with 
the presence of breast cancer. Claim 4 is drawn in part to a method of diagnosing metastases of 
breast cancer in a patient and claim 6 is drawn in part to a method of monitoring breast cancer in 
a patient for the onset of metastasis, both methods comprising identifying a patient having breast 
cancer that is not known to have metastasized and determining the level of a BCGS 
polynucleotide in a sample of cells, tissue or bodily fluids from said patient, wherein the BCSG 
polynucleotide is a polynucleotide which hybridizes under stringent conditions to the anti-sense 
sequence of SEQ ID NO:4, wherein an increase in the level of said polynucleotide versus a 
normal human controls is associated with metastatic breast cancer. Claim 5 is drawn in part to a 
method of staging breast cancer in a patient having breast cancer and claim 7 is drawn in part to 
a method of monitoring a change in stage of breast cancer in a patient, both methods comprising 
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identifying a patient having breast cancer and determining the level of a BCSG polynucleotide 
levels in a sample of cells, tissue or bodily fluids from said patient, wherein the BCSG 
polynucleotide is a polynucleotide which hybridizes under stringent conditions to the anti-sense 
sequence of SEQ ID NO:4, wherein an increase in the level of said polynucleotide versus a 
normal human controls is associated with breast cancer which is progressing and a decrease is 
associated with breast cancer which is regressing or in remission. 

Sun et al disclose a method of detecting breast cancer, metastasis of breast cancer and a 
method of staging breast cancer, all methods comprising determining the level of a 
polynucleotide which hybridizes to a BCG gene. Sun et al disclose that a BCG gene includes 
SEQ ID NO:35 which would hybridize to the instant SEQ ID NO:4 (paragraphs 0019, 0357, 
0364). SEQ ID NO:35 is 99.7% identical to the instant SEQ ID NO:4. 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

9. Claim 4 and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Jager et al 
(US 6,774,226) in view of Putnam, ('Metastatic Cancer to the Lung', In: Cancer, Principles and 
Practice of Oncology, DeVita et al, Eds, 1993, Vol. 2, pp. 2678-2679). 
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Claim 4 is drawn in part to a method of diagnosing metastases of breast cancer in a 
patient and claim 6 is drawn in part to a method of monitoring breast cancer in a patient for the 
onset of metastasis, both methods comprising identifying a patient having breast cancer that is 
not known to have metastasized and determining the level of a BCGS polynucleotide in a sample 
of cells, tissue or bodily fluids from said patient, wherein the BCSG polynucleotide is a 
polynucleotide which hybridizes under stringent conditions to the anti-sense sequence of SEQ ID 
NO: 5, wherein an increase in the level of said polynucleotide versus a normal human controls is 
associated with metastatic breast cancer. 

Jager et al teach the polynucleotide of SEQ ID NO: 15 is present in a breast cancer cDNA 
library (column 8, lines 9-18). Jager et al teach that 16 of 25 breast cancer samples were strongly 
positive for SEQ ID NO: 15, and 3 additional samples were weakly positive (column 8, lines 38- 
40). Jager et al teach that expression of SEQ ID NO: 15 was not found in normal brain, kidney, 
liver, colon, adrenal, fetal brain, lung, pancreas, prostate, thymus, uterus, and ovary tissue 
(column 8, lines 30-32). Jager et al teach that SEQ ID NO: 15 was strongly expressed in breast 
tissue (column 8, lines 28-29, thus Jager et al fails to teach the detection of breast cancer within 
the breast itself as Jager et al does not provide a contrast in the expression of SEQ ID NO: 15 
from breast cancer cells versus normal breast cells. However, Jager et al teach a contrast in the 
expression of SEQ ID NO: 15 in breast tumor tissue and normal brain, kidney, liver, colon, 
adrenal, fetal brain, lung, pancreas, prostate, thymus, uterus, and ovary. 

Putnam teaches that breast cancer metastasizes to the bone, lung, brain and liver. 

It would have been prima facie obvious at the time the claimed invention was made to 
detect the polynucleotide of SEQ ID NO: 1 5 in the lung, brain or liver as a means of detecting 
metastatic breast cancer in lung, brain or liver. One of skill in the art would have been motivated 
to do so by the teachings of Putnam who identifies theses sites for breast metastases and the 
teachings of Jager et al on the lack of expression of SEQ ID NO: 15 in normal brain, liver or 
lung. SEQ ID NO: 15 fulfills the specific embodiment of hybridizing to the instant SEQ ID NO:5 
because SEQ ID NO: 15 is 93.3% similar to SEQ ID NO:5. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karen A. Canella whose telephone number is (571)272-0828. 
The examiner can normally be reached on 1 1 am to 10 pm, except Wed, Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on (571)272-0832. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Karen A. Canella, Ph.D. 
12/27/2005 
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